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DETAILED ACTION 

The finality of the office action mailed 03/05/2009 has been vacated. 
Allowable Subject Matter 

Claims 7, 43-56, 58-64, 66-69 and 85 are allowed. 

Claims 38 and 84 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

The indicated allowability of claims 26-37, 39-42, 77 and 83 is withdrawn in view 
of the newly discovered reference(s) to Zucherman et al. (US. Pat. No. 6,451,019). 
Rejections based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent therefore, 
subject to the conditions and requirements of this title. 

Claim 42 is rejected under 35 U.S.C. 101 because they are drawn to non- 
statutory subject matter. In claim 42, lines 1-2, applicant positively recites part of a 
human, i.e. "a device that secures the base to an SI vertebra". Thus claim 42 includes a 
human within their scope and is non-statutory. 

A claim directed to or including within its scope a human is not considered to be 
patentable subject matter under 35 U.S.C. 101 . The grant of a limited, but exclusive 
property right in a human being is prohibited by the Constitution. In re Wakefield, 422 
F.2d 897, 164 USPQ 636 (CCPA 1970). 



Application/Control Number: 10/685,139 Page 3 

Art Unit: 3733 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 26, 29-37, 39-42, 77 and 83 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Zucherman at al. (US. Pat. No. 6,451,019). 

Zucherman et al. disclose an implant (see FIG. 131) adapted to be placed 
between vertebrae comprising: a body (2002, 2016, 2014); at least one hook (2008) 
extending from the body and including a first contact surface that faces in an inferior 
direction to allow the body to engage a first vertebra; a brace (2026,2024) extending 
from the body and including a distal end (2026) with a second contact surface that faces 
in a superior direction and an elongated section (2024) extending outward from the 
distal end that is secured to the body, the distal end including a greater thickness than 
the elongated section; and a device (2022) that secures the elongated section to the 
body and positions the second contact surface to contact an inferior surface of a 
spinous process of a second vertebra positioned superior of the first vertebra during 
extension of the vertebrae. 

A part of the implant is titanium (col. 35, line 8). The device secures the brace to 
the body in a plurality of positions. The distal end is bulbous/round. The distal end 
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provides a surface which is at an angle to the elongated section, which surface is 
adapted to engage a L5 vertebra. The distal end provides a surface that is adapted to 
spread a contact load between a L5 vertebra and the distal end. The distal end is 
adapted to engage a spinous process of a L5 vertebra. The distal end is adapted to 
engage a spinous process of a L5 vertebra over a conforming contact area. The distal 
end includes a convex surface that is adapted to engage a spinous process of a L5 
vertebra in order to spread the load between the distal end and the spinous process of 
the L5 vertebra. The body includes a first portion (2016) and second portion (2014) with 
a beam platform (2002) located between the first and second positions and the beam 
platform spaced from the first and second positions in order to space the brace from the 
first and second portions. The hook extends from the first portion and another hook 
extends from the second portion. The device (2022) extends from the platform. The 
implant includes a device (2012) that is capable of securing the base to an S1 vertebra. 
The second contact surface includes a convex surface that extends within a median 
plane of the implant. 

Regarding claim 77, Zucherman et al. disclose an implant (see FIG. 131) 
adapted to be placed between vertebrae comprising: a body (2002); at least one hook 
(2008) extending from the body and adapted to allow the body to engage a first 
vertebra; a brace (2026,2024) extending from the body; the brace having a distal end 
(2026) with a curved surface with a first thickness and a beam (2024) with a second 
smaller thickness, wherein the curved surface is adapted to contact an inferior surface 
of a spinous process of a second vertebra; and a device (2022) that connects the beam 
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to the body to secure the brace to the body and positions the curved surface outward 
from the body to contact the inferior surface of the spinous process of the second 
vertebra during extension of the vertebrae. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 27-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zucherman etal. (US. Pat. No. 6,451,019). 

Zucherman et al. disclose the claimed invention except for at least part of the 
implant being comprised of a material selected from the group consisting of: 
polyethertherketone, polyarylethertherketone, and polyetherketoneketone, or consisting 
of polyetherketoneetherketoneketone, ployetheretherketoneketone, polyketone, and 
polyetherketone. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to construct the implant of Zucherman et al. with at 
least part of the implant being comprised of a material selected from the group 
consisting of: polyethertherketone, polyarylethertherketone, and polyetherketoneketone, 
or consisting of polyetherketoneetherketoneketone, ployetheretherketoneketone, 
polyketone, and polyetherketone, since it has been held to be within the general skill of 
a worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 41 6. 
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Response to Arguments 

Applicant's arguments witli respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARY HOFFMAN whose telephone number is 
(571)272-5566. The examiner can normally be reached on Monday-Thursday 10:00- 
5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Application/Control Number: 10/685,139 Page 7 

Art Unit: 3733 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Mary C. Hoffman/ 
Examiner, Art Unit 3733 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



